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D. PHARMACY SECOND YEAR EXAMINATION, NOVEMBER 2023
EDUCATION REGULATIONS ER 2020

PHARMACY LAW & ETHICS (Question Paper code: 241120233)
(Subject Codo: 20261)

Time: Three hours Maximum marks: 80
Nota: 1. Answer all the questions.

2. Draw dlagrams wherever necessary
(11

I.  Flll in the blanks 1x5=5

1) Schedule X is relatad to

2) The first PCl was constituted by the Central Government in the year
3) The full form of NACO is

4) Consumer protection act was passé d in the year
5) The register for sale of drugs in maintalned for a period of ___ years

ll. Choose the correct answer 1x5=5

1) The first edition of Indian Pharmacopoeia was published in the year
(a) 1940 (b) 1950 (¢) 1955 (d) 1985

2) The purpose of Phase 3 trials is to

(a) To_determine maximum tolerated dose in_humans, pharmacodynamic
effect and adverse effects :

(b) Efficacy and safety of drug In larger number of patients (500 patients)
(c) Determine therapeutic effects and dosaga forms
(d) Long time adverse effects

3) Total number of elected members in Pharmacy Council of India is
(a)4 (b)8 (c)9 (d)6

4) Ethics are the set of moral principles that guides a person’s
(a) Behaviour (b) Philosophy (c) Profession (d) Religion

5) Pack size of drug is covered under schedule

(@) P (b) P1 ()M ()N
lll. Match the following 1x5=§
A B
1 | FSSAI 1971
2 | Prevention of Cruelty to animals 2016
3 | Clinical Establishments Act 1960
4 | Blomedical Waste management 2006
5 | Medlcal termination of Pregnancy act | 2010
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IV. Write very short answers 1x5=%

1) NLEM

2) Schedule N

3) Consumer dispute
4) First Registor

5) Patent

V.Write 8hort Answers on ANY TEN of the following 10x3=30

1) Intellectual Property Rights
2) Pharmacists in rolation to his job
3) Differentiate between branded and generic drugs
4) Disposal of medical waste from hospital
5) Clinical Trials
6) Classification of Medical devices
7) Functions of DTAB
€) Define the terms adullorated drug, spurfous drug and misbranded drug.
8) Prohibited and exemptod advertisements
10)Write a note on CDSCO
11)institutional Animal Ethice Committee

Vi. Answer ANY 81X of the following In dotall 6x5 = 30

1. 8:?":; tho constitution, composition and functions of State Pharmacy
ncil,

2. What are the qualifications for appolntment of person as a Drugs Inspector?

Explain the duties of Drugs Inspoctor.

Explain Drug Control Price Order. Discuss the retall price and celling price of

schoedulod formulations,

Write down thoe contonts of 8chedule C & C1, Schedule M, Schedule G and

Bchodulo H.

Writo a notoe on manufacture In a bonded laboralory

Writo briefly on Polsons Act, 1619
What aro tho objoctives and functions of IAEC and FSSAI?
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